Jlucropka: aadopManus 3a NANHECHTA

I'HHO-NIEBAPII 150 mg necapn
GYNO-PEVARYL 150 mg pessaries

ExoHa30/10B HUTpAT (econazole nitrate)

IIpoveTeTe BHEMATE/IHO HAJATA JJHCTOBKA, IPEIH 1A 3aH0THETE AA H3MOJI3BATE TOBA JEKAPCTRO, Thil
KATO T9 CHALPXK2 BaxHa 3a Bac undopmanns.

- 3anasete Tasu JHCTOBKA. MoXKe Ka ce HANOXHM Aa A MPOYETETE OTHORO.

- AKO HMaTe HAKaKBH JOITBIHUTENIHH BBIIPOCH, nonuTakre Batiuga ekap uiw apMaiiesT.

- T'oBa nekapcTio e ripeanucaso nuaHo Ha Bac. He ro npeorcToiipaidTe Ha ApyrH xopa. To Moxe na UM
HaBpeaH, He3aBUCHMO Y€ NIPH3HALIMTE HA TAXHOTO 3abomaBaHe ¢ca ChIHTE KaTo Bamure. |

- AXO NOMY4YHTE HAKAKBH HEXEAAHH JEKAPCTBEHH peakluH, yeenomere Baunig nexap WiH ¢papMaleBT.
Tora BkmOYBa U BCUYKHM BE3MOKHH HEXETIAHH PeakLiHMH, HCOITMCaHU B Ta3M IMCTOBKA. Biokre
TOUKa 4.

KaKBO CHIBPKA TA3H JACTOBKA

. Kakso npeacrasnasa THHO-TIEBAPHJI 150 mg necapH u 3¢ Hmmﬂﬁrm IIIFI I'l P

2. Kakso TpaOra ga 3Haere, npeau aa usnomsare | MHO-IIEBA: RIS 0-menecap) ! 0 ﬂEKﬁPﬂTBATﬁ

3. Kak ga uanomsare | MHO-IIEBAPKJI 150 mg necapu | T

4. BB3MOXKHH HEXKETTaHH peaKLHK  Kom Pez. No oo ,2190,2 5’; / j—

J. Kak na cexpanaare  HHO-IIEBAPWUJI 150 mg necapu

6. ChbaspxkaHue Ha ONAKOBKATA M AOMBIHATENIHA HHPOPMALMAL pasnawenue Ne )
2 b -{- 2!]13

1. Kaxso npeacrasassa THHO-IIEBAPHJI 150 mg necaps K 3a KaKBo ce H3N0JI3B4 e

I'MHO-TIEBAPHJI 150 mg necapy € aHTHMHKOTHYHO JICKAPCTBO H CE M3MI0J/13Ba 34 JICUCHHE HA BArHHATHU
HH(PEKLIH, MPHYUHEHU OT M’BOWYKHA H JPOAHH KATO Candzda BKTIIOYMTEIHO MOOO3UPAHH CHITHTCTBAINH
rpaM-MoNOXKHTSIHMA DaKTepranHl UHEKIHH.

2. Kaxgpo TpsubBa aa 3naete, npean aa a3noassate THHO-IIEBAPHJI 150 mg necapn

He manonsealite THHO-IIEBAPHJI 150 mg necapu

- KO CTe alepruyHyd KbM €KOHA30JIOB HHTPAT WJIH KBM HAKOA OT OCTAHAIMTE ChCTABKH HAa TOBA IEKAPCTBO
(u36poeHH B TOYKa 6);

- aKo cyMTare, ye Bamunre cuMITOMH He ce XBipkaT Ha Candida Wi B CTydaii, ye MHECIIMTE, Ye UMaTe
APYTO NMONORO npeaasado 3abonasane. B Taxee cayyail 64 TpaOrano aa rioceture Bamua aekap.

XKenure He OH TpAOBANO Na M3MON3BAT TOBA JEKAPCTBO O€3 NpeapapHTeNiHa KOHCY/ITAlMA C JIeKap, aKko HMAT:
® HCOOHHANHO HNH HepeOBHO BArHHAIHO KBPBEHE,

® 3ananBaHe OT KPBB MO DeNbOTO;

® BYIBO-BATHHAIHH BB3NAICHHA HWIH MEXYPYECTOBHIAHO TEYSHHE.

ToBa Moxe fja ObAaT CUMITOMH Ha CEPHO3HH CHCTOAHHA H 3aABDKHTEHO TpA0Ba Aa MOTHPCHTE NIeKapcka
MOMOILL,

IaienTxks nox 16 rogHM, KAKTO H Hajg 65 rogpuHH He 61 Tpabrano ga H3MOA3BAT TORA JIEKAPCTRO 063
npeABapUTeNIHA KOHCYITaiyA ¢ Jekap. Hama goctars4Ho JaHHH OTHOCHO H3non3eaHero Ha [MHO-
ITEBAPHJI 150 mg necapy npH NALKEHTKH OT T¢3H BB3PACTOBH IPYNH.

Ilpeagynpexaenns ¥ npenuasHd MepKH

e THHO-TIEBAPHJI 150 mg Tpsabsa aa ce rmocraBsa caMO BLB BACHHATA.
o ['MHO-IIEBAPHJI 150 mg He Tpsabea na ce mpHeMa 1Ipes ycraTa.
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e H3bareaiite koHTakT Mexxay | MTHO-IIEBAPHUJI 150 mg necapy 1 KOHTPAUETITHBHH AUa(parMH H
[PE3EPBATHBH, THH KATO MEeCApUAT MOXE J1a YBpEeIH rymara.

e [lanueHTH, H3MON3BAIIH CIICPMULIKMIHNA KOHTPALICITTHBH TpAOBa Aa c¢ KOHCYATHPAT ¢ JICKap, ThH KaTo
NOKANHOTO BArMHAIHO JISUEHHE MOXKE Ja HHAKTHBHPA CIICPMUIUAHNAA KOHTPALCITUB.

B cmydaii, ue equn win noseue FMHO-IIEBAPHII 150 mg necapu ca 6uny NOre/THATH, CBBPXKETE CE C
fieKap Wik OTHAETE B Hal-0ITH3KOTO 3ApaBHO 3aBEZICHHE 32 OKa3BaHe Ha CrELHA TOMOILL,

-

Hpyrn aexkapersa a THHO-IIEBAPWJI 150 mg necapn
Hudopmupaiite Baurua nekap WIH ¢papMauesT, ako NpHEMAaTe, HACKOPO ¢Te NPHCMAIH HIH € BE3MMKHO J1a

IPHEMATE OPYTH JIEKapCTRa.

a

BpemMeHBOCT, KLpMeHe H (bepTHARTET

AKo cTe OpeMeHHa WIH KBPMHTE, CMATATE 9¢ MOXeE Jia cTe OpeMeHHA WM IUIaHupaTe OpeMEeHHOCT,
nochBeTRalTE ce ¢ Bamwa nekap nim ¢papMmalieBT npeau ynotpedara Ha Topa JiekapcTBo. Bue Moxere aa
npoab/okuTe Aa n3nonseare FMHO-TIEBAPHJI 150 mg necapu, ako Baimdr jiekap npeLneHy, ue ToBa &
He0OXOIHUMO.

3. Kak aa manoassare [MHO-ITEBAPILUI 150 mg necapn

BHHArM U3NOI3BaTE TOBA JICKAPCTBO TOMHO KAKTO Bu € kazan Bamuar nekap. AKo He cTe CHI'YPHE B HEllO,
nonuraitre Bamma aekap Wiy gpapManeBT.

e [locrarere necapus ABI00KO BB BarHHATA, BeUep Mpely JIAraHe, B Tpy nocneaosarenyy AHH. Hai-
nobpe e ToBa Jja ce HanpaeH B JIEMHAJIO NOMOKEHHE.

o BaxHo e Aa npHKMOYKNTE ITEIHAA Kype Ha JIEYCHHE, JOPH aKo cHMITromMiTe (Cupbex, mapeHe, Hanenu)
ca U3YE3HAJIN, |

Keuure Tpadea cTapatenHo Ja M3MHBAT pblere cu npeju aa ok nocrassr T MHO-IIEBAPWJI 150 mg
[ecap.

KoHcynrvpaitte ce ¢ nekap, ako Cjieq JISUEHHETO:
¢ CHMNTOMHKTE OTHOBO Ca HATHLIE.
o (CHMITOMHTE Ce BB30OHOBAT JO 4 CEAMHMLM.

¢ AKO HMaTe NOBeY€e OT ABE HH(PEKIHH B MPOTLIDKEHHE HA 6 Mecera.

Axo cTre nponycaaau Aa m3noaisate TMHO-IIEBAPHJI 150 mg necapu
He u3non3Baiite ABOHa no3a, 3a Aa KoMneHcupare npomycHarara fo3a [ MHO-IIEBAPHUJ 150 mg necapu.

AKO MMaTe HAKAKBH AOBJIHATEIHH BEIIPOCH, CBBP3aHU ¢ yrioTpebarta Ha TOBA JISKapCTBO, NOMHTAHTE
Bamna nexkap win papManeprT.

4. BBp3IMOXKHH HEXeJAHH PLAKUIHH

KakTo BCHUKH JNCeKApCTBa, TOBA JICKADCTBO MOXKE Ia IIPCAH3BHKA HOXKCIAHH PCAKIIHH, BBIIPCKH UC HC BCCKH
H [10JIy4HaBA.

Tesn peakuuy 0OMKHOBEHO ca JICKH H MOXKE 12 BKJIFOYBAT:
e VYMepeHO Apa3HEeHe HAa KOXKATA WIH BBB BarMHaTa Clel] KaTo CTE¢ H3NMOM3BANH NECapuTe.

AKO TOBa ycelllaHe IpOABJIKH MOBEYE 0T HAKOJIKO MHHYTH HIH CE€ YCHIIH (3a4YepBsBaHe,
CBBpKETE ce ¢ Bamua nekap.

3auepBABAHE,



Hma H3oaupaHu ¢sO0IMEeHHs H 3a 00| aNepravHy peaKiii, KOHTO BKIIOYBAT TEXKA alleprHyHa peaKius,
KOSTTO MPHYHHABA NOAYBaHe Ha JIMLETO HIH I'BPIIOTO, CBPBXYYBCTBHTE/IHOCT, YPTHKAPHA, KOHTAKTEH
[EPMATHT, TOUICHE Ha KoXKaTa, 00/1Ka, Apa3HeHe WK MOAyBaHe Ha MACTOTO HA MPHAOKEHHE.

AKO NOMyUYUTE HAKAKBH HEXENaHH IeKaPCTBEHH PeaKlH , yBexomeTe Bamua nexap wnu papmauesr. Tosa
BKJTIOYBA BCUUKH RB3MOKHH, HEONMCAHH B Ta3H JIMCTOBKA HeXKe/IaHW PeakLHH.

Cro0maBane HAa HeKEJAAHH PeAKIHA

AKOTIONYHHTE HAKAKBH HEXKeJIaHH JIEKAPCTBCHH peaKLMH, yBeroMere Bamna nekap win gpapmauesr. Toa
BKJIFOYBA BCHYKH BE3MOXHH HEOMHUCAHH B TA3H JIHCTOBKA HEXXEIAHH PeakiMK. MokeTe chilo Aa crobmuTe
HEKEAaHH peakLiHH AMPEKTHO Ype3 HALTHOHAIHATA CHCTeMA 3a ¢hobuiasane B:

H3menHHTENHA areHLHA 10 JeKapCTBaTa

yi. ,,Jdamaa ['pyes” Ne 8

1303 Cotus |

Ten.: +359 2 8903417

yeOcalT: www.bda.bg

Karo crofimaBaTte He)kenaHH peakiiH, MOXKETe 1a JaieTe CBOA MPUHOC 34 MONyYaBaHE Ha MOBEYE
HHOPMALHA OTHOCHO Oe30MacHOCTTA Ha TOBA JIEKAPCTBO.

S. Kaxk ga coxpanasare THHO-IIEBAPHUJI 150 mg necapn

Ha ce cexpanasa mog 30°C.
Ia ce chXpansiBa B OpMIrHHANIHATA ONAKOBKA, 33 1a CE MPEANAa3H OT CRETIHHA.

Jla ce cCpXpaHiaBa Ha MACTO, HEIOCTHRITHO 3a Jelia.

He u3non3paiire ToBa I€KApCTRO Clef CPOKa HA FOAHOCT, 0TOEINA3aH BBEPXY KapTOHEHaTa OnakoBKa. CpoOKbT
Ha FOJHOCT OTrOBapsA Ha NOCAESAHHA JE€H OT NOCOUCHHSA MECELl.

He usnonseaiite TOBa IEKApCTBO ako 3abeiiexure BUAHMMH Oelle3d Ha HapyUIaBaHE HAa Ka4ECTBOTO Ha
NpoAYKTa, HAIIPHUMEP aKo MecapyTe HE ¢a OEIH Ha LBAT.

He u3xpeppraaure nekapcTBara B KaHA/IU3ALKUATA HIH B KOHTCHHEpa 3a AOMallHK oTnaabsli. Honuraire

Batnpn (bﬂpMﬂlIﬁBT KAK Ja H3XBLPJIATC JICKAPCTBATA, KOHTO BCUC HE H3IIOJAIBATE. Tesn MCPKH 111€ CIiOMOrHaT
3a OIIa3BaHC Ha OKOJNHATa Cpeia.

6. Coabpxkanue HA ONAKOBKATA H JONLJIAHATENHA HHpOpMADHS
Kaxpo ceanpxa THHO-IIEBAPHJI 150 mg necapu

- AKTHBHOTO BELIECTBO €: €KOHA30/IOB HHTPAT.
- HApyruTe ChCTaBKH €a: TBHpPJA Mac.

Kax m3rnexaa THHO-IIEBAPII 150 mg necapn # kakBo ChABPHKA ONAKOBKATA
Enna xaproneHa onakoska THHO-ITEBAPIII 150 mg necapu cexnpka 3 OemH OBATHH necapH, ONaKOBaHY
B 1 GiucTep.

IIpaTexaTen Ha paspelieHnero 3a ynorpeba
Johnson & Johnson d.o.o.

Smartinska cesta 53

1000 Ljubljana

CnopeHHA

IIpon3soanTenn
Janssen Pharmaceutica NV




Turnhoutseweg 30
B-2340 Beerse
benrus

Lusomedicamenta — Sociedade Técnica Farmacéutica, S.A.
Estrada Consiglieri Pedroso, 69-B
Queluz de Baixo

273(3-055 Barcarena
Ioptyranus

3a JOMBJIHUTENHA HH(OpMAaLIHg OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPIKETE Ce C JIOKAIHUA NPEeACTABUTEN Ha
PHTEXKATENS Ha pa3pelicHHeTo 3a ynoTpeda: |

brarapas |

.»,dJbkoHCHH & broncesH bairapus” EOO/
x*.K. Maagocr 4,

busnec Ilapk Codus, crpaaa 4

Codmus 1766

Ten.: 02 489 94 00

e-mail: JJSAFETY(@its.jnj.com

JlaTa Ha nocneaHAa peaakmMs Aa JHcToBRKaTa 10/2017




